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FDA DIRECT Home Page 
The WELCOME TO FDA DIRECT provides short background info about each (CDER Direct and COSMETICS Direct). First time
user can create a new account by selecting the Create New Account. The FDA warning banner is also provided on the FDA home page. 

LOGIN WELCOME TO FDA DIRECT

WARNING: This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal guidance for accessing this Government system, which includes all 
devices/storage media attached to this system. This system is provided for Government authorized use only. Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or 
civil and criminal penalties. At any time, and for any lawful Government purpose, the Government may monitor, record, and audit your system usage and/or intercept, search and seize any communication or 
data transiting or stored on this system. Therefore, you have no reasonable expectation of privacy. Any communication or data transiting or stored on this system may be disclosed or used for any lawful 
Government purpose.
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Create a New Account 
There are three types of account that can be created: CDER Direct, COSMETICS Direct, and both 
(CDER Direct & COSMETICS Direct). DUNS is only a required field if you create a CDER Direct 
account or both (CDER Direct and COSMETICS Direct) account. DUNS is NOT required if you 
create only a COSMETICS Direct account. The system will streamline submissions to save time for 
the user who has drugs as well as cosmetics to choose both (CDER Direct & COSMETICS Direct) 
under one functional account.

There Are Three Types Of Account That Can Be Created: CDER Direct, COSMETICS Direct, And Both (CDER Direct & COSMETICS Direct). DUNS Is Only A Required Field If You 
Create A CDER Direct Account Or Both (CDER Direct And Cosmetics Direct) Account. DUNS Is NOT Required If You Create Only A COSMETICS Direct Account. The System Will 
Streamline Submissions To Save Time For The User Who Has Drugs As Well As Cosmetics To Choose Both (CDER Direct & COSMETICS Direct) Under One Functional Account.
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Terms of Service
Before logging into the, the user will have to agree to the terms of service by selecting I AGREE that will 
pop-up upon selecting I accept the terms of service. 

LOGIN WELCOME TO FDA DIRECT
What is FDA Direct? FDA Direct is FDA’s structured product labeling (SPL) authoring tool. Previously CDER Direct, FDA Direct now includes Cosmetics Direct. Users can 
create a single account that includes all of CDER Direct submissions as well as Cosmetics Direct submissions.

CDER Direct

CDER Direct allows users to easily submit the following data to the FDA: Establishment Registration & Drug Listing which includes NDC Labeler Code Requests, 
Establishment Registration and Product Listing and Certification, Outsourcing Facility and Product Reporting, DSCSA Annual Reporting, Generic Drug Self-Identification.

Cosmetics Direct

On December 29, 2022, the President signed the Consolidated Appropriations Act, 2023 (Pub. L. 117-328) into law, which included the Modernization of Cosmetics 
Registration Act of 2022 (MoCRA). Among other provisions, MoCRA added section 607 to the Federal Food, Drug, and Cosmetic Act (FD&C Act), establishing requirements 
for cosmetic product facility registration and cosmetic product listing.

Section 607(a) of the FD&C Act requires every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribution in 
the United States to register each facility with FDA no later than 1 year after the date of enactment. In addition to the registration requirements, section 607(c) of the FD&C Act 
requires that for each cosmetic product, the responsible person submit to FDA “a cosmetic product listing.” Certain small businesses, as defined in section 612 of the FD&C 
Act, are exempt from the registration and listing requirements. To learn more about MoCRA, 

This free tool allows you to create and submit your submissions directly to the FDA. This system will provide information to FDA/Office of Cosmetics and Colors (OCAC) 
about cosmetic manufacturers and products in the marketplace.

Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d), as amended by the Workforce Investment Act of 1993, requires that all electronic and information technology 
(EIT) products and services developed, acquired, maintained, or used under this contract/order must comply with the “Electronic and Information Technology Accessibility 
Provisions” set forth by the Architectural and Transportation Barriers Compliance Board (also referred to as the “Access Board”) in 36 CFR part 1194. Information about 
Section 508 is available at http://www.section508.gov/.

WARNING: This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal guidance for accessing this Government system, which includes all 
devices/storage media attached to this system. This system is provided for Government authorized use only. Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or 
civil and criminal penalties. At any time, and for any lawful Government purpose, the Government may monitor, record, and audit your system usage and/or intercept, search and seize any communication or 
data transiting or stored on this system. Therefore, you have no reasonable expectation of privacy. Any communication or data transiting or stored on this system may be disclosed or used for any lawful 
Government purpose.
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Home Page Welcome Pop-Up 
A burden statement and standard PRA information will appear in the welcome pop-up each time 
a user logs in. (Information is a place holder subject to change)

SUBMISSIONS

HOME

ALL SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP
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Cosmetics Direct Home Page 
Home page of the Cosmetics Direct after creating an account within FDA Direct 

SUBMISSIONS

HOME

ALL SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP



8

Registration of Cosmetic 
Product Facility 
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Registration of Cosmetic Product 
Facility Home Page

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Create a New Registration or 
Upload an Existing File
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Create a New Registration or 
Upload an Existing File

Selecting the CREATE NEW/UPLOAD FILE box, from the Registration of Cosmetic Product Facility home page will direct user to 
this page with an option of creating an initial Cosmetic Product Facility Registration using a blank form or importing an FDA-accepted 
SPL stored on your computer in a valid XML zip file. SPL (Structured Product Labeling) is a document markup standard approved by
Health Level Seven (HL7) and adopted by FDA as a mechanism for exchanging product and facility information. Importing an existing 
Cosmetic Product facility registration SPL will be beneficial for bulk submission. 

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Create a New Product Facility 
Registration 

Create an Initial Cosmetic Product Facility Registration using a blank form. 

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Document Type Details 
Set ID and Root ID are auto-generated, and the Effective Date is the date the submission is 
created, but users can modify it. Once an SPL has been submitted, this date cannot be edited by users.

HOME
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Document Type Tool Tips 

HOME
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Document Type Details 
By selecting the drop-down (  v ), five document type options will appear; initial, amended-changes to registration, 
amended-cancellation of registration, biennial registration renewal, and abbreviated registration renewal. (First time 
users will only have INITIAL as an option)

HOME
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Document Type Details 
Depending on which document type is selected, an ALERT box will appear, “By selecting 
this document type, you are certifying that no changes have been made to your registration 
since the previous registration was submitted”.

HOME
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Registration Details 
A *RED* asterisk indicates field is mandatory. A dashed underline indicates help text (tool-tips) if clicked 
on, as listed below. A link is also provided in the tool-tip for more information regarding the registration and 
listing of cosmetic product facilities and products. 

HOME
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Registration Details
By selecting a country outside the U.S., the U.S. AGENT CONTACT INFORMATION will be needed. 
A dashed underline indicates help text (tool-tips) if clicked on, as listed below. 

HOME
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Brand Name(s)
Add Brand Names of 
cosmetic products 
manufactured or 
processed at this 
facility by selecting 
ADD BRAND 
NAMES.

HOME
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Brand Name(s) of Cosmetic Product(s) 
Manufactured or Processed in this Facility 

Multiple Brand Names can be submitted by selecting SAVE AND ADD MORE BRAND. Select all the Category 
Code(s) that applies to this Brand Name. A dashed underline indicates help text (tool-tips) if clicked on, as listed below.

HOME
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Brand Name(s) of Cosmetic Product(s) 
Manufactured or Processed in this Facility (Example) 

HOME
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Brand Name of Cosmetic Product Manufactured or 
Processed in this Facility (Example) 

The information 
that was provided 
in the BRAND 
NAME TAB will 
appear under 
BRAND NAMES.

HOME
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Confirmation Statement
A dashed underline indicates help text (tool-tips) if clicked on, as listed below. 

HOME

AGREE
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Additional Contact Information for 
Authorized Agent 

A dashed underline indicates help text (tool-tips) if clicked on, as listed below.

HOME
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Completed
After filling in all the required information, SAVE AND VALIDATE, to identify any errors.

OR 
Select SUBMIT SPL for the form to be submitted to FDA. 

HOME
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Upload a File
In order to upload a file, select Import an existing Cosmetic Product Facility Registration SPL. Importing an existing Cosmetic Product Facility 
Registration SPL will be beneficial for bulk submission. 

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Upload a File
User will be able to upload a pre-existing ZIP FILE. This file may contain both the xml file and image (jpg) files. 
SPL(Structured Product Labeling) is a document markup standard approved by Health Level Seven (HL7) and 
adopted by FDA as a mechanism for exchanging product and facility information. For more information regarding 
SPL, utilize the Structured Product Labeling Resources (SPL) link provided under SELF-HELP. 

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Upload a File (Example)
An example to what a zip file could be, may contain .xml file and image (jpg) files. 

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Zip File (Example)
An example to what an XML format could look like. 
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Upload File (Example)

HOME

After UPLOADING A FILE (XML ZIP FILE), the system will auto-fill all the required fields and the form
will be ready to SAVE AND VALIDATE to check for any errors. This is an easy way to submit multiple Cosmetic 
Product Facility Registrations under one submission ID.
VALIDATE SPL: “You can check your SPL for an initial validation before submitting to FDA. This option does 
not automatically submit your SPL to FDA, even if it passes the initial validation, but scans for certain errors prior 
to the actual submission.”
Select SUBMIT SPL for the form to be submitted to FDA. The Submit SPL box is a help tool that can guide a user 
through the process. 
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Registration Status Examples
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Registration Status: Validation in Progress 
After SAVE AND VALIDATE, the registration of cosmetic product facility home page will have the        
following details as shown below. The status will be in VALIDATION IN PROGRESS.

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Registration Status: Ready for Submission
VALIDATE SPL: You can check your SPL for an initial validation before submitting to FDA. This option does not automatically 
submit your SPL to FDA, even if it passes the initial validation, but scans for certain errors prior to the actual submission.
Once the system has completed a quick VALIDATION, the status VALIDATION IN PROGRESS will change to READY FOR 
SUBMISSION.

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Registration Status: 
Ready for Submission to Submit SPL 

By clicking on the READY FOR SUBMISSION, the registration will be ready for SUBMIT SPL. 
The system will generate a message stating that, This submission has passed the INITIAL VALIDATION but has NOT been 
ACTUALLY SUBMITTED TO FDA. Click ON "SUBMIT SPL" to SUBMIT. 
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Registration Status: 
Submit SPL to Submission Accepted 

The status will change to SUBMISSION ACCEPTED after registration process had been successfully 
completed. A SUBMISSION ID will be given to all ACCEPTED SUBMISSIONS.

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Registration Status: 
Submission Accepted to View SPL and 

Download SPL
By clicking on the SUBMISSION ACCEPTED the system will allow the user to VIEW SPL and DOWNLOAD SPL. 
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Clone Successfully Submitted SPL
By clicking on the CREATE A NEW VERSION, you can clone a successfully-submitted SPL as a 
starting point.
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Registration Status: 
Validation Failure

After SAVE AND VALIDATE, the registration of cosmetic product facility home page will have the following details as 
shown below. The status will be in VALIDATION IN PROGRESS. However, if the system finds any errors the status will 
change to VALIDATION FAILURE. 

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Registration Status: 
Validation Failure

After selecting the VALIDATION FAILURE status, the system will provide a list of errors, that need to 
be fixed before submitting the SPL. After reviewing and fixing the errors, users can select SUBMIT SPL
to resubmit the SPL or SAVE AND VALIDATE to check for any additional errors. 

# ERRORS HAVE OCCURRED
* Error Facility FEI Number : (Go to error)
* After reviewing and fixing these errors, select Submit SPL or Save and Validate to resubmit the SPL and check for any additional errors.
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Registration Status: Draft
By selecting SAVE AS DRAFT, from any screen during the process of registration of cosmetic product facility, 
the system saves all information and will bring the user back to the home page. The status will be in DRAFT. 
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Registration Status: Draft
The registration of cosmetic product facility home page will have the following details as shown 
below. The status will be in DRAFT. 

SUBMISSIONS
REGISTRATION OF COSMETIC PRODUCT FACILITY

REGISTRATION OF COSMETIC PRODUCT FACILITY

MANAGE ACCOUNT

SELF-HELP

HOME
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Cosmetic Product Listing
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Cosmetic Product Listing 
Home Page 

SUBMISSIONS

COSMETIC PRODUCT LISTING

MANAGE ACCOUNT

SELF-HELP

HOME
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Create a New Product Listing or 
Upload an Existing File
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Create a New Product Listing or 
Upload an Existing File

Selecting the CREATE NEW/UPLOAD FILE box, from the Cosmetic Product listing home page will direct user to this page with 
an option of creating an initial Cosmetic Product Listing using a blank form or import an FDA-accepted SPL stored on your computer 
in a valid XML zip file. SPL (Structured Product Labeling) is a document markup standard approved by Health Level Seven (HL7) and 
adopted by FDA as a mechanism for exchanging product and facility information. Importing an existing Cosmetic Product Listing SPL 
will be beneficial for bulk submission. 

SUBMISSIONS

COSMETIC PRODUCT LISTING

MANAGE ACCOUNT

SELF-HELP

HOME
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Create a New Cosmetics
Product Listing

Create an Initial Cosmetic Product Listing using a blank form. 

SUBMISSIONS

COSMETIC PRODUCT LISTING

MANAGE ACCOUNT

SELF-HELP

HOME
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Document Type Details 
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Document Type Tool Tips 
A *RED* asterisk indicates field is mandatory. Dashed underline indicates help text 
(tool-tips) if clicked on. 
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Document Type Details 
By selecting the drop-down (  v ), four document types options will appear; initial, update to 
content (annual)-changes to listing, update to content (annual)-discontinuation of listing, and 
abbreviated renewal. 
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Document Type Details 
Depending on which document type is selected, an ALERT box will appear, “By selecting this document type, you are 
certifying that no changes have been made to your product listing since the previous listing was submitted ”.
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A *RED* asterisk 
indicates field is 

mandatory. A dashed 
underline indicates help 
text (tool-tips). To list all 

the PRODUCTS, 
INGREDIENTS and 

FACILITIES where the 
cosmetic product is 

manufactured or 
processed, select ADD 

PRODUCT(S), 
INGREDIENT(S) and 

FACILITY(IES).

Cosmetic Products
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Products, Ingredients, and Facilities
Provide all the information required for PRODUCT(S), INGREDIENT(S) and FACILITY(IES) 
where the cosmetic product is manufactured or processed. 
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Product Category Code(s) (Example) 



54

Listing 
Ingredients 
(Example)
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List of 
Facility(ies) 
(Example)
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List of Facility (Example)
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Example of a 
Complete Listing 

(Products, 
Ingredients, and 
Facilities Tab)
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Products, Ingredients, and Facilities

The information that 
was provided in the 
pop-up will appear 

under 
PRODUCT(S), 

INGREDIENT(S) 
and 

FACILITY(IES).
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Example of 
a Prefilled 

Clone
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Confirmation Statement
A dashed underline indicates help text (tool-tips) if clicked on, as listed below. 

HOME

AGREE
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Additional Contact Information for 
Authorized Agent

A dashed underline indicates help text (tool-tips) if clicked on, as listed below.

HOME
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Completed
After filling in all the required information, SAVE AND VALIDATE, to identify any errors.

OR 
Select SUBMIT SPL for the form to be submitted to FDA. 

HOME
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Upload a File 
In order to upload a file, select Import an existing Cosmetic Product Listing SPL. Importing an existing 
Cosmetic Product Listing SPL will be beneficial for bulk submission. 

SUBMISSIONS

COSMETIC PRODUCT LISTING

MANAGE ACCOUNT

SELF-HELP

HOME
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Upload a File 
User will be able to upload a pre-existing ZIP FILE, this file may contain both the xml file and image (jpg) files. 
SPL(Structured Product Labeling) is a document markup standard approved by Health Level Seven (HL7) and adopted by 
FDA as a mechanism for exchanging product and facility information. For more information regarding SPL, utilize the 
Structured Product Labeling Resources (SPL) link provided under SELF-HELP. 

SUBMISSIONS

COSMETIC PRODUCT LISTING

MANAGE ACCOUNT

SELF-HELP

HOME
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Upload a File (example)
The content in the red circle is an example to what a zip file could be, may contain .xml 
file and image (jpg) files. 

SUBMISSIONS

COSMETIC PRODUCT LISTING

MANAGE ACCOUNT

SELF-HELP

HOME
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Zip File (example)
An example to what an XML format could look like. 
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Upload a File (Example)
After UPLOADING A FILE (XML ZIP FILE), the system will auto-fill all the required fields and the form               
will be ready to save and validate to check for any errors. This is an easy way to submit multiple Cosmetic Product 
Listing under one submission ID.
VALIDATE SPL: “You can check your SPL for an initial validation before submitting to FDA. This option does not 
automatically submit your SPL to FDA, even if it passes the initial validation, but scans for certain errors prior to the 
actual submission.”
Select SUBMIT SPL for the form to be submitted to FDA. The Submit SPL box is a help tool that can guide a user 
through the process. 

HOME
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Product Listing Status Examples
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Listing Status: 
Validation in Progress 

After SAVE AND VALIDATE, the cosmetic product Listing home page will have the following details 
as shown below. The status will be in VALIDATION IN PROGRESS.

SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP

HOME
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Listing Status: 
Ready for Submission

VALIDATE SPL: You can check your SPL for an initial validation before submitting to FDA. This option does not automatically submit your SPL to 
FDA, even if it passes the initial validation, but scans for certain errors prior to the actual submission. Once the system has completed a quick 
VALIDATION, the status VALIDATION IN PROGRESS will change to READY FOR SUBMISSION.

SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP

HOME
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Listing Status: 
Ready for Submission to Submit SPL 

By clicking on the READY FOR SUBMISSION, the listing will be ready for SUBMIT SPL. 
The system will generate a message stating that, This submission has passed the INITIAL VALIDATION but has NOT been 
ACTUALLY SUBMITTED TO FDA. Click ON "SUBMIT SPL" to SUBMIT.
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Listing Status: 
Submit SPL to Submission Accepted 

The status will change to SUBMISSION ACCEPTED after listing had been successfully completed. 
A SUBMISSION ID will be given to all ACCEPTED SUBMISSIONS.

SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP

HOME
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Listing Status: 
Submission Accepted to View SPL and Download SPL

By clicking on the SUBMISSION ACCEPTED the system will allow user to VIEW SPL and 
DOWNLOAD SPL.
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Clone Successfully Submitted SPL
By clicking on the CREATE A NEW VERSION, you can clone a successfully-submitted SPL as a 
starting point.
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Listing Status: Validation Failure
After SAVE AND VALIDATE, the cosmetic product listing home page will have the following details as shown below. The 
status will be in VALIDATION IN PROGRESS. However, if the system finds any errors the status will change to 
VALIDATION FAILURE. 

SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP

HOME
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Listing Status: Validation Failure
After selecting the VALIDATION FAILURE status, the system will provide a list of errors, that need to be fixed before 
submitting the SPL. After reviewing and fixing the errors, users can select SUBMIT SPL to resubmit the SPL or SAVE AND 
VALIDATE to check for any additional errors. 

# ERRORS HAVE OCCURRED
* Error Facility FEI Number : (Go to error)
* After reviewing and fixing these errors, select Submit SPL or Save and Validate to resubmit the SPL and check for any additional errors.
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Listing Status: Draft
By selecting SAVE AS DRAFT, from any screen during the process of cosmetic product listing, the system will save all 
information and will bring the user back to the home page. The status will be in DRAFT. 
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Listing Status: Draft
The registration of cosmetic product facility home page will have the following details as shown 
below. The status will be in DRAFT. 

SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP

HOME
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Cosmetics Direct Home Page 
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Details
By clicking on the DETAILS, the system will pop-up 
PRODUCT LISTING DETAILS box with information a shown below.

SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP

HOME
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Cosmetics Direct Home Page
All Submissions 

SUBMISSIONS

HOME

ALL SUBMISSIONS

MANAGE ACCOUNT

SELF-HELP
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